
UNITED STATES ENVIRONMENTAL PROTECTION AGENCY 
WASHINGTON, D.C. 20460 

May 28. 2013 

MEMORANDUM 

SUBJECT: Acute Toxicity Review for EPA Reg. No.: 6297-R 
DP Barcode: 041 0290 

FROM: 

THR.U: 

TO: 

Applicant: 

Chris Jiang, Chemist 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (751 OP) 

Karen Hicks, Team Leader 
Chemistry and Toxicology Team 
Product Science Branch 
Antimicrobials Division (751 OP) 

Marshall Swindell PM 33/Demson Fuller 
Regulatory Management Branch I 
Antimicrobials Division (751 OP) 

Bissell Homecare, Inc. 

FORMULATION FROM LABEL: 
Active Ingredient(s): 
Hydrogen peroxide 
(Other) Ingredient(s): 
Total: 

S/j) {1,3 

OFFICE OF 
CHEMICAL SAFETY AND 

POLLUTION PREVENTION 

4.67% 
95.33% 

100.0% 



BACKGROUND: The registrant has submitted an acute toxicity package to register this 
deodorizer. The package includes a label, a Confidential Statement ofFormula, an acute oral 
study (MRID 49040002), an acute dermal study (MRID 49040003), an acute inhalation study 
(MRID 49040004), a primary eye irritation study (MRID 49040005), a primary skin irritation 
study (MRID 49040006), and a dermal sensitization study (MRID 49040007). The registrant has 
also submitted an acute eye irritation study for a 1:32 dilution of the product (MRID 4639671 0) 
so that the company has less precautionary language for the diluted product. 

FINDINGS: 

1. The registrant cannot cite MRID 46396710 (done on 74559-1) to cover the 1/32 dilution of 
the product because the formulations are so different with respect to inert ingredients. 

2. The acute toxicity profile for 6297-R is: 

··! !:·i!!•!!l§~ay ···.;ii!ii•!:l·i•::· · ··· ·!J::•:::: :~=~•I:•:l!l!!•i :_:::.;!:!!•:~~i~~:ll•lliiiii:J•II;~! 
Acute Oral Toxicity 49040002 IV Acceptable 

Acute Dermal Toxicity 49040003 IV Acceptable 

Acute Inhalation Toxicity 49040004 IV Acceptable 

Primary Eye Irritation 49040005 III Acceptable 

Primary Skin Irritation 49040006 IV Acceptable 

Dermal Sensitization 49040007 N onsensitizer Acceptable 

LABELING 

1. The signal word is CAUTION. 

2. The precautionary labeling must read, "Causes moderate eye irritation. Avoid contact 
with eyes or clothing. Wash thoroughly with soap and water after handling and before eating, 
drinking, chewing gum, using tobacco, or using the toilet." 

3. The first aid statements must read: 
If in eyes: 

-Hold eye open and rinse slowly and gently with water for 15-20 minutes. 
Remove contact lenses, if present, after the first 5 minutes, then continue 
nnsmg. 
-Call a poison control center or doctor for treatment advice. 

4. The following first aid statements are optional: 
If swallowed: 

-Call a poison control center or doctor immediately for treatment advice. 
-Have a person sip a glass ofwater if able to swallow. 
-Do not induce vomiting unless told to by a poison control center or doctor 
-Do not give anything by mouth to an unconscious person. 



If on skin: 
-Take off contaminated clothing. 
-Rinse skin immediately with plenty of water for 15-20 minutes. 
-Call a poison control center or doctor for treatment advice. 

If inhaled: 
-Move person to fresh air. 
-If person is not breathing, call 911 or an ambulance, then give artificial 
respiration, preferably mouth-to-mouth if possible. 



DATA REVIEW FOR ACUTE ORAL TOXICITY TESTING (81-1, 870.1100) 

Reviewer: Chris Jiang Product Manager: Jacquie Campbell 
MRID No.: 49040002 Study Completion Date: June 27, 2011 

Study Number: 12-050-3 
Testing Laboratory: Tox Monitor Laboratories, Inc. 

Author: Michael Kukulinski 

Quality Assurance (40 CFR 160.12): A statement ofGLP compliance was included. 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Dosage: 5000 mglkg 

Species: Female derived Sprague-Dawley rats 
Age: Ten weeks at study start 
Weight: 198 to 203 grams at study start 
Source: Harlan Sprague Dawley, Indianapolis, IN 

Conclusions: 

1. LDso (mg/kg): LD5o > 5000 mg/kg 
2. The estimated LD50 is greater than 5000 mglkg. 
3. Toxicity Category: IV Classification: Acceptable 

Procedure (Deviations from 81-1): Females were used because they are typically more 
sensitive than males. This deviation had no impact on the integrity of the study. 

Results : 
Reported M ortality 

Animal Number Dosage (mglkg) Short-Term Long-Term 
Outcome Outcome 

237 5000 0 0 
238 5000 0 0 
239 5000 0 0 

0 = lived, X = died 

Observations: Piloerection was observed in two rats by hour 2 and by hour 4, but all rats were 
were active and healthy throughout the observation period. 

Gross Necropsy Findings: Gross necropsies were unremarkable. 



DATA REVIEW FOR ACUTE DERMAL TOXICITY TESTING (81-2, 870.1200) 

Reviewer: Chris Jiang Product Manager: Jacquie Campbell 
MRID No.: 49040003 Study Completion Date: July 12, 2012 

Study Number: 12-050-4 
Testing Laboratory: Tox Monitor Laboratories, Inc. 

Author: Michael Kukulinski 

Quality Assurance (40 CFR 160.12): A statement ofGLP compliance was included. 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Dosage: 5000 mglk:g 

Species: Five male and five female New Zealand albino rabbits 
Age: Twelve weeks at study start 
Weight: ~: 2.37 to 2.92 kilograms at study start; o: 2.40 to 2.69 kilograms at study start 
Source: Kuiper Rabbitry, Gary, IN 

Conclusions: 

1. LDso (mg/kg): LDso > 5000 mg/kg 
2. The estimated LD50 is greater than 5000 mglkg. 
3. Toxicity Category: IV Classification: Acceptable 

Procedure (Deviations from 81-2): No deviations occurred during the study. 

Results: 
Reported Mortality 

(Number Deaths/Number Tested) 
Dosage ( mglkg) 

Males Females Combined 

5000 0/5 0/5 0/ 10 

Observations: Animals were observed with erythema, edema, eschar, blanching, and chemical 
burns. 

Gross Necropsy Findings: Gross necropsies were unremarkable. 



DATA REVIEW FOR ACUTE INHALATION TOXICITY (§81-3, 870.1300) 

Reviewer: Chris Jiang Product Manager: Jacquie Campbell 
MRID No.: 49040004 Study Completion Date: July 13, 2012 

Study Number: 12-050-6 
Testing Laboratory: Tox Monitor Laboratories, Inc. 

Author: Michael Kukulinski 

Quality Assurance (40 CFR 160.12): A statement ofGLP compliance was included. 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Dosage: 2. 75 mg/L 

(Nominal concentration: 40.9 mg!L) (Gravimetric concentration: 2.75 mg/L) 

Species: Five male and five female derived Sprague-Dawley rats 
Age: Eight to twelve weeks at study start 
Weight: ~: 209 to 229 grams at study start; (S: 217 to 240 grams at study start 
Source: Harlan Sprague Dawley, Indianapolis, IN 

Summary: 
1. 
2. 
3. 
4. 

LCso (mg!L): > 2.75 mg/L 
The LCso is greater than 2. 75 mg!L. 
MMAD: 3.57 ~m 
Toxicity Category: IV Classification: Acceptable 

Procedure (Deviations from 81-3): No deviations occurred during the study. 

Results: 

Reported Mortality 

(Number Deaths/Number Tested) 
Dosage (mg!L) 

Males Females Combined 

2.75 0/5 0/5 0/10 

Chamber Atmosphere 

Dose Level MMAD GSD %particles < 3.3 ~m 
(mg/L) (~m) (~m) 

2.75 3.53 3.379 44.8 

2.75 3.61 3.199 43 .6 



am er nv1ronment Ch b E . D . E urmg xposure 
Chamber Volume (L) 400 
Average Total Airflow Volume (Lpm) 83 to 96 
Air Chan~es Per Hour 12 
Mean Temperature (°C) 19.3 to 21.3 
Mean Relative Humidity (%) 50 to 94 

Clinical Observations: 

All rats were active and healthy throughout the study. 

Gross Necropsy Findings: 

Gross necropsies were unremarkable. 



DATA REVIEW FOR PRIMARY EYE IRRITATION TESTING (81-4, 870.2400) 

Product Manager: Jacquie Campbell 
MRID No.: 49040005 

Reviewer: Chris Jiang 
Study Completion Date: June 18, 2012 
Study Number: I2-050-' I 

Testing Laboratory: Tox Monitor Laboratories, Inc. 
Author: Michael Kukulinski 

Quality Assurance (40 CFR 160.12): A statement ofGLP compliance was included. 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Dosage: O.I mL 

Species: Three male New Zealand albino rabbits 
Age: Ten to twelve weeks 
Weight: 2.93 to 3.40 kilograms at study start 
Source: Kuiper Rabbitry, Gary, IN 

Summary: 

1. Toxicity Category: III 
2. Classification: Acceptable 

Procedure (Deviations from 81-4): No deviations occurred during the study. 

Results: 
Individual Scores for Ocular Irritation 

Rabbit No. 128 (Male) l Rabbit No. 129 (Male) Rabbit No. 130 (Male) 
Observations Hours After Treatment 

1 24 48 72 168 1 24 48 72 168 1 24 48 72 168 
I. Corneal Opacity - 1 0 0 0 - 1 0 0 0 - 1 1 0 0 
IT. Iritis 1 1 0 0 0 0 1 0 0 0 1 1 1 0 0 
ill. Conjunctivae 
A. Redness 2 2 I 1 0 2 2 I I 0 2 2 2 1 0 
B. Chemosis 1 2 1 0 0 1 2 1 0 0 2 2 I 1 0 
C. Dischar2e 2 2 1 0 0 2 3 2 1 0 2 3 2 1 0 
2% sodium fluorescein sodmm was used after the 24-hour observation 



DATA REVIEW FOR PRIMARY SKIN IRRITATION TESTING (81-5, 870.2500) 

Reviewer: Chris Jiang Product Manager: Jacquie Campbell 
MRID No.: 49040006 Study Completion Date: July 25, 2012 

Study Number: 12-050-2 
Testing Laboratory: Tox Monitor Laboratories, Inc. 

Author: Michael Kukulinski 

Quality Assurance (40 CFR 160.12): A statement ofGLP compliance was included. 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Dosage: 0.5 mL 

Species: Three female New Zealand albino rabbits 
Age: Ten to twelve weeks 
Weight: 2.64 to 2.82 kilograms at study start 
Source: Kuiper Rabbitry, Gary, IN 

Summary: 

1. Toxicity Category: ID 
2. Classification: Acceptable 

Procedure (Deviations from 81-5): No deviations occurred during the study. 

Results: 

Animal number Erythema/edema after unwrap 

1 24 48 
238 1/0 0/0 0/0 
239 110 1/0 0/0 
240 110 1/0 0/0 

72 
0/0 
0/0 
0/0 



DATA REVIEW FOR DERMAL SENSITIZATION TESTING (81-6, 870.2600) 

Product Manager: Jacquie Campbell 
MRID No.: 49040007 

Reviewer: Chris Jiang 
Study Completion Date: July 23, 2012 
Study Number: 12-050-5 

Testing Laboratory: Tox Monitor Laboratories, Inc. 
Author: Michael Kukulinski 

Test Material: Project 595 Carpet Cleaner Concentrate BHC 052-30A, clear liquid 
Positive Control: 1-Chloro-2,4-dinitrobenzene 

Species: Male Hartley albino guinea pig 
Weight: 4 26 to 514 grams at study start 
Age: Young adult 
Source: Kuiper Rabbitry, Gary, IN 

Method: Buehler Method 

Summary: 
1. 
2. 

This Product is not a dermal sensitizer. 
Classification: Acceptable 

Procedure (Deviation From §81-6): No deviations occurred during the study. 

Procedure: After preliminary tests, the definitive study was undertaken. Once each week for 
three weeks, either 0.4 mL of the undiluted test material or nothing was applied to the clipped 
left side of each animal using Hilltop chambers. The chambers were secured with Micropore 
tape and Kendall adhesive tape. After the exposure period, the chambers were removed and the 
guinea pigs were scored at 24 and at 48 hours after each induction. Two weeks after the third 
induction, all animals were challenged with 0.4 mL of75% test substance in distilled water on 
the right side. The guinea pigs were scored at 24 and at 48 hours after challenge. 

Results: At 24 hours after the first induction, one animal had moderate erythema, thirteen had 
slight erythema, five had diffuse erythema, and one had no reaction. At 48 hours after induction, 
four test subjects had slight erythema, five had diffuse erythema, and eleven had no reaction. At 
24 hours after the second induction, one guinea pig had moderate erythema, fifteen had slight 
erythema, three had diffuse erythema, and one had no reaction. At 48 hours after induction, two 
animals had slight erythema, six animals had diffuse erythema, and twelve had no reaction. At 
24 hours after the third induction, eleven guinea pigs had slight erythema, six had diffuse 
erythema, and three had no reaction. At 48 hours after induction, one animal had slight 
erythema, six had diffuse erythema, and thirteen had no reaction. 

At 24 hours after challenge, one guinea pig had diffuse erythema and at 48 hours, no reaction 
was observed. 

The historical positive control showed appropriate results. 


